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DETAILED ACTION 

This Office Action is in response to the Applicant's request for continued 
examination received 2/6/08. Claims 1-6, 8, 11, 12, 19-24 are pending. No claims are 
withdrawn. Claims 7, 9, 10, 13-18 are cancelled. Claims 1,11 and 20 have been 
amended. No claims are new. 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 2/6/08 
has been entered. 

Response to Applicant's Arguments — 35 U.S.C § 102 

In the response submitted by the Applicant, the 35 U.S.C § 102 (b) rejection of 
claims 1 , 3, 4, 1 1 , 1 2, 1 9-21 and 24 over Bohr et al. (U.S. Patent # 6060293) were 
considered but not found persuasive. 

The Applicant argues that the inventive concept of the current application and 
Bohr et al. are completely different in scope and thus are not overlapping. While the 
Examiner appreciates the detailed theoretical description of the invention on page 5 and 
6 of their response, the Examiner when considering the patentability of a method must 
consider the steps presented in the claims. In the instant claim 1 the method is for 
stabilizing a recombinant protein solution formulation by storing said solution under a 
magnetic field. Indeed this single step is performed by Bohr et al. as stated in the 
previous Office Action and repeated below. 

The Applicant argues that the method of Bohr et al. does not and could not 
stabilize protein molecule. The Applicant argues that exposing the protein solution to the 
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electromagnetic field, specifically the microwaves as done by Bohr et al. would 
destabilize the solution. The Applicant submitted references by Zhong et al. and 
Milestone to support their argument. However these articles did not provide a nexus 
between the claims and the art applied. Certainly one of ordinary skill in the art would 
recognize that microwaves at high power would destabilize (cook or boil) protein 
solution formulations. The art is replete with teachings where microwave spectroscopy 
is used on proteins and leaves the protein intact as supported by Gordy et al. (PNAS, 
1 955). In a similar line of argument, one of ordinary skill in the art would recognize that 
using other electromagnetic radiation such as lasers could also cook, burn or simply 
disintegrate a protein molecule at high power. However the same skilled artisan would 
recognize that at low power these lasers serve as important instruments that study a 
protein solution formulation and leave said protein intact. One example would be 
Raman spectroscopy that frequently uses lasers to gain valuable structural information 
on a protein while leaving it intact as supported by Sharma et al. (JBC, 1988). 

Indeed Bohr et al. is not silent to how their invention stabilize proteins in a 
formulation. They state that their magnetic fields stabilize the protein in solution by 
inducing the appropriate 3D folding (col 19, lines 45-50) that stabilizes the protein in its 
physiologically active folded state (col 9, lines 30-35). Therefore the rejection stands 
and is repeated below. 

The following is a quotation of the appropriate paragraphs of 35 
U.S.C. 102 that form the basis for the rejections under this section made in this Office 
action: 
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A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1 , 3, 4, 1 1 , 1 2, 1 9-21 and 24 remain rejected under 35 U.S.C. 1 02(b) as 
being anticipated by Bohr et al. (U.S. Patent # 6060293). 

These claims are drawn to a method of stabilizing a recombinant protein solution 
formulation or recombinant protein-containing solution by storing these solutions under 
magnetic field lines. The recombinant protein is a physiologically active protein that is 
isolated and purified selected from the group such as an antibody, enzyme, cytokine 
and hormone. 

Furthermore the claims 19-24 are drawn to stabilizing a composition of a protein 
in a pharmaceutically acceptable carrier such as water. The proteins for this 
composition consist of antibodies, enzymes, cytokines and hormones. 

Bohr et al. teach a method for stabilizing a recombinant protein solution 
formulation and solution that contains a recombinant proteins, antibodies as well as 
enzymes, peptides, and polypeptides under magnetic field lines (see Abstract and col 
22, lines 60-65 and col 29, lines 42-51). These proteins are inherently physiologically 
active since they are used for therapeutic purposes (see Abstract). The method of Bohr 
et al. can be adapted to a fermentation system for bulk recombinant protein production 
to reduce the formation of inclusion bodies and their isolation and purification (col 20, 
lines 25-65 and col 2, lines 20-36). The proteins can be stored under magnetic field 
lines while in pharmaceutically acceptable carriers such as water (Example 5 and 
Example 1). 
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Therefore the reference continues to anticipate claims 1 , 3, 4, 11, 12, 19-21 and 

24. 

Response to Applicant's Arguments— 35 U.S.C § 103 

In the response submitted by the Applicant, the 35 U.S.C § 103 (a) or 102(a) (b) 
(c) rejection of claims 1-6, 11, 12, 19-24 over Bohr et al., Plantanias et al. and Rosse et 
al. were considered but not found persuasive. 

The Applicant argues that since the amendments of made to claim 1 and the 
adjoining arguments overcome the teachings of the primary reference of Bohr et al. as 
applied above that they in turn overcome the remaining rejections that use these 
references. However as detailed above the Examiner disagrees and believes that the 
rejections using Bohr et al. are proper and in the absence of arguments to the contrary 
this rejections stand for the amended claims and are repeated below. 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-6, 11, 12, 19-24 remain rejected under 35 U.S.C. 103(a) as being 
unpatentable over Bohr et al as applied to claims 1,3,4, 11, 12, 19-21 and 24 above 
and in further view of rational below with support from Plantanias et al. (JCO, 1991) and 
further support from Rosse et al. (ASH, Hematology 2000). 

While Bohr et al. does store a recombinant protein solution formulation and 
protein solutions in a pharmaceutically acceptable carrier he does not specifically teach 
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the storage of recombinant hematopoietic factors such as erythropoietin and 
granulocyte colony-stimulating factor. Regardless this would be obvious to one of 
ordinary skill in the art by the time the invention was made in view of the teachings of 
Bohr et al. One of ordinary skill in the art would recognize that recombinant molecules 
such as recombinant erythropoietin (EPO) has been used as a therapeutic agent to 
treat anemia resulting from chronic renal failure and cancer chemotherapy (as 
supported by Platanias et al. see abstract) and sickle cell anemia (as supported by 
Rosse et al. page 8, col 1 paragraph 1 and page 13, col 1 paragraph 3). Since the 
method of Bohr et al. intends to treat numerous diseases by producing, isolating and 
stabilizing recombinant proteins by storing them under magnetic field lines, it would 
have been obvious to someone skilled in the art to produce and stabilized EPO with the 
method of Bohr et al. The motivation is provided by Bohr et al. who expressly desires to 
treat anemia and cancer (col 27, 43-59) with the proteins produced by their method. 
The reasonable expectation of success comes from the successful treatment of anemia 
with EPO. 

Therefore, the invention as a whole would have been prima facie obvious at the 
time of filing in view of the references listed above and as such claims 1-6, 11, 12, 19- 
24 are not allowable. 

In the response submitted by the Applicant, the 35 U.S.C § 103 (a) rejection of 
claims 1-6, 8, 11, 12, 19-24 over Bohr et al. in view of Cohen et al. were considered but 
not found persuasive. 
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The Applicant was confused why other claims were included in the rejection of 
Bohr et al. in view of Cohen et al. when claim 8 is the only claim that is drawn to a 
syringe. The rejection is made over the entire reference of Bohr et al. in view of the 
entire reference of Cohen et al., not simply the cited passages. In this manner if Bohr et 
al. alone anticipated claims 1-6, 11, 12, 19-24. Certainly these remain obvious when 
Bohr et al. is combined with Cohen et al. 

The Applicant argues that since the amendments of made to claim 1 and the 
adjoining arguments overcome the teachings of the primary reference of Bohr et al. as 
applied above that they in turn overcome the remaining rejections in combination with 
Cohen et al. However as detailed above the Examiner disagrees and believes that the 
rejections using Bohr et al. are proper and in the absence of arguments to the contrary 
this rejections stand for the amended claims and are repeated below. 

Claims 1-6, 8, 11, 12, 19-24 remain rejected under 35 U.S.C. 103(a) as 
being unpatentable over Bohr et al. as applied to claim 1-6, 11, 12, 19-24 above and in 
further view of Cohen et al. (U.S. Patent # 3308809). 

The description and rejection of claims 1-6, 11, 12, 19-24 are listed in the 35 
U.S.C § 103(a) rejection above. Claim 8 further limits the method of claim 1 by storing 
the protein solution formulation in a pre-filled syringe. 

While Bohr et al. teach applying his method of storing a protein solution 
formulation to apparatus such as a Fermentor (Bohr, col 20, lines 38-67) they do not 
teach an apparatus such as a syringe. Regardless this would be obvious to one of 
ordinary skill in the art by the time the invention was made in view of the teachings of 
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Cohen who teaches a syringe for storing blood specimens form humans in syringes. 
Since the method of Bohr et al. is for treating blood type diseases such as sickle cell 
anemia, hemophilia (Bohr col 27, lines 42-59) it would have been obvious to someone 
skilled in the art to store the protein solution of Bohr et al. in the syringe of Cohen since 
Bohr et al. intends to treat diseases with their method and syringes are an obvious tool 
for the administration of therapeutic agents into the body. 

Therefore the references listed above renders obvious claims 1-6, 8, 11, 12, 19- 

24. 

In summary no claims, as written, are allowed for this application. 

In response to this office action the applicant should specifically point out 
the support for any amendments made to the disclosure, including the claims 
(MPEP 714.02 and 2163.06). Due to the procedure outlined in MPEP § 2163.06 for 
interpreting claims, it is noted that other art may be applicable under 35 U.S.C. § 102 or 
35 U.S.C. § 103(a) once the aforementioned issue(s) is/are addressed. 

Applicant is requested to provide a list of all copending U.S. applications 
that set forth similar subject matter to the present claims. A copy of such copending 
claims is requested in response to this Office action. 
CONTACT INFORMATION 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Thane Underdahl whose telephone number is (571) 
272-9042. The examiner can normally be reached Monday through Thursday, 8:00 to 
17:00 EST. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Wityshyn can be reached at (571) 272-0926. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 

Patent Application Information Retrieval (PAIR) system. Status information for 

published applications may be obtained from either Private PAIR or Public PAIR. 

Status information for unpublished applications is available through Private PAIR only. 

For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 

you have questions on access to the Private PAIR system, contact the Electronic 

Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 

USPTO Customer Service Representative or access to the automated information 

system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Leon B Lankford Jr/ 

Primary Examiner, Art Unit 1651 

Thane Underdahl Leon B. Lankford Jr 

Art Unit 1651 Primary Examiner 
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